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Washington, DC 20460 
 
Delivered via email to: mailto:quality.guidelines@epa.gov  
 
Dear Ms. O’Neill: 
 

On behalf of the National Association of Manufacturers (NAM), I am hereby submitting the 
attached Request for Reconsideration (RFR) in accordance with the procedures set forth in Section 8.6 of 
EPA’s Information Quality Guidelines.  The RFR concerns the Request for Correction (RFC) that the 
NAM submitted on October 9, 2007, logged in by your office as RFC #08001, to which EPA replied in its 
response to comments on the final revised ozone National Ambient Air Quality Standard (NAAQS).  Per 
EPA’s recommendation in Section 8.6 of its Information Quality Guidelines, I am attaching a copy of the 
RFC. 
 

Among other issues, the RFR shows that many of the epidemiological studies EPA staff find 
persuasive used research designs that were known at the time to be demonstrably substandard.  In some 
cases, EPA staff have relied on complex statistical methods to coax data into revealing effects from ozone 
so small that humans cannot even recognize experiencing them.  Finally, EPA staff insist that certain 
studies provide valid and reliable evidence of respiratory health effects from ozone even though they 
rejected these same studies in their July 2007 draft Integrated Science Assessment for Oxides of Nitrogen 
-- and for the same reasons we mentioned in the RFC.  Through the appeal, I seek more cogent answers 
than EPA provided in its response to the RFC.  The document also identifies a number of process changes 
that are necessary to ensure that future NAAQS reviews fully and consistently adhere to the Agency's 
Information Quality Guidelines and the Information Quality Act. 
 

The NAM appreciates the EPA's desire that stakeholders submit an RFR as promptly as possible 
and acknowledges the complexity of this issue area.  The NAM has worked diligently to provide a 
document in a timely manner that articulates the association’s concerns as thoroughly as possible.  
However, EPA's response to the RFC was scattered throughout both a 210-page Response to Comments 
document and the preamble of the final rule, which prolonged the analysis of EPA’s response to the 
original petition, and therefore submission of the RFR.   
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Thank you for your consideration of the NAM’s Request for Reconsideration.  If you have any 
questions related to the attached RFR, please contact Bryan Brendle of the NAM staff at 
bbrendle@nam.org, or (202) 637-3176.   
 
      Sincerely, 

       
John Engler 

 
JE/blb 
 
Attachments: 
1) Request for Reconsideration 
2) Request for Correction (filed with the EPA on October 9, 2007).   
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governing authorities in that State prefer. It would be newsworthy only if this 
person recommended against more stringent federal standards.144 

 CASAC members also are asked to “recommend to the Administrator any 
new national ambient air quality standards and revisions of existing criteria and 
standards as may be appropriate”(§ 109(d)(2)(B)). In short, they are invited to 
speculate as to how they think they would exercise the Administrator’s statutory 
discretion if they were standing in his shoes. Despite the fact that CASAC 
members have scientific training and have distinguished themselves in one or 
more scientific fields, there is nothing scientific about giving policy advice. 

 The provision of policy advice by scientists is further confounded by two 
other phenomena, one that applies to scientists in general and one that applies 
specifically to this panel. The general fact is that all scientists are susceptible to 
the temptation to believe that their status as scientists endows them with special 
insights about public policy. Some scientists don’t care about policy, but they are 
the least likely to be recruited to serve on panels such as CASAC or be interested 
in doing so. CASAC members work long hours for token financial 
compensation;145 the ability to influence public policy is their primary reward. 

 The phenomenon that is specific to this panel is that many of them are 
authors of research papers in the scientific database on ozone. It is entirely 
natural for them to think that their own research is most relevant to the questions 
at hand.146 This raises a serious question: Are CASAC members being asked to 
indirectly review their own work? This practice is permitted under the National 
Academy of Sciences’ conflict of interest rules, but with an important limitation 
that, if it had been rigorously applied to CASAC, probably would have required 
many of them to be recused: 

                                                
144 EPA selected as a State representative an official from Vermont. Among other 

things, Vermont has been a party to litigation against EPA advocating more stringent air 
pollution standards. The Administrator would have received completely different policy 
advice if he had appointed an official from a State whose elected leadership opposed 
more stringent air pollution standards. The act of selecting the statutorily-required State 
representative determines the content of “State” stakeholder input. 

145 See footnote 86 for an interesting exception in which a CASAC ozone panel 
member reveals having devoted about 12 hours per year to the review task. 

146 Some CASAC members are especially fond of their own work. CASAC’s letter 
review of EPA’s final draft Staff Paper cites for special emphasis six peer reviewed 
papers authored or co-authored by CASAC members Drs. Morton Lippman and/or  
Frank Speizer, all published between 1988 and 1993 (i.e., prior to the 1997 NAAQS 
review). 
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[A]n individual should not serve as a member of a committee with respect 
to an activity in which a critical review and evaluation of the individual's 
own work (The National Academies 2003, p. 5 , document not paginated). 

We noted previously that at least one crucial study for EPA’s health risk 
assessment was co-authored by a CASAC ozone panel member.147  

C. EPA Does Not Adequately Distinguish Between Scientific Insight and 
Policy Advice It Received from CASAC 

 The NPRM contains numerous subsections in which the input it received 
from CASAC is summarized. In our RFC, we noted that in some places this input 
is clearly described as scientific information or policy advice. In most instances, 
however, the line between science and policy is difficult to discern. We 
appreciate EPA’s challenge because in many cases – particularly in its review of 
the Staff Paper -- CASAC itself did not make these distinctions clear. 
Nevertheless, adherence to information quality guidelines is EPA’s responsibility 
and not that of CASAC. EPA’s decision to shield CASAC from information 
quality principles and standards in its charge does not alleviate the Agency’s 
responsibility.  

D. EPA’s Lack of Pre-Dissemination Review 

 To minimize the number of error correction requests they receive, 
agencies are required by OMB’s government-wide information quality 
guidelines to establish effective procedures for pre-dissemination review: 

As a matter of good and effective agency information resources 
management, agencies shall develop a process for reviewing the quality 
(including the objectivity, utility, and integrity) of information before it is 
disseminated. Agencies shall treat information quality as integral to every 
step of an agency’s development of information, including creation, 
collection, maintenance, and dissemination. This process shall enable the 
agency to substantiate the quality of the information it has disseminated 
through documentation or other means appropriate to the information 
(Office of Management and Budget 2002, p. 8459, emphasis added). 

OMB’s use of the imperative “shall” signifies that these requirements are not 
optional or merely suggestive, but rather they are mandatory. This is entirely 
consistent with Information Quality Act, which gave OMB similarly imperative 
language to implement in its government-wide guidelines, to which EPA and its 
guidelines are subordinate (Information Quality Act  2000).  

                                                
147 See footnote 108 
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 EPA’s own guidelines commit the Agency to obey the directives of statute 
and OMB’s government-wide guidelines for the establishment and 
implementation of sufficient pre-dissemination review procedures to ensure that 
information quality error is rare: 

Each EPA Program Office and Region will incorporate the information 
quality principles outlined in section 6 of these Guidelines into their 
existing pre-dissemination review procedures as appropriate (U.S. 
Environmental Protection Agency 2002, p. 29, emphasis added). 

EPA’s now-acknowledged failure to actually perform pre-dissemination review, 
combined with its steadfast claim it doesn’t actually have to do so despite this 
commitment, implies that the Agency thinks both pre-dissemination review and 
compliance with the Information Quality Act is not “appropriate.” If EPA really 
believes that it should be exempt from the principles of information quality 
because those principles are not “appropriate” for the scientific information 
supporting the ozone NAAQS, the Agency should say so transparently and 
explain its reasoning.148  

VI. Information Quality Errors in the Rollback Assumption 

  In our RFC, we objected on information quality grounds to EPA’s rollback 
assumption (National Association of Manufacturers 2007, pp. 58-60). EPA’s 
approach violated information quality standards by failing to approximate how 
the States actually would respond to a lower NAAQS. This is relevant for 
estimating the incidence of various health effects avoided. In particular, EPA’s 
model assumes that compliance with a lower NAAQS will result in reductions 
not just at the peaks, where a determination of attainment is made, but also 
throughout the entire distribution. We suggested that EPA validate its model by 
testing it against actual data from State implementation of the 1997 NAAQS.  We 
also expressed concern that reductions at the low end of the distribution were 

                                                
148 The dearth of pre-dissemination review is particularly notable for the one 

instance in which information quality principle of objectivity appears in the NPRM: 
EPA’s summary of public comments saying that EPA had not examined “the evidence 
for both adverse and beneficial effects [of tropospheric ozone from UV-B shielding] with 
the same objectivity” (U.S. Environmental Protection Agency 2007h, p. 37881). In the 
Staff Paper and RIA, EPA’s argument for failing to account for UV-B shielding is that 
“this beneficial effect of [UV-B] radiation has not previously been studied in sufficient 
detail” (U.S. Environmental Protection Agency 2008a, p. 6-21). This issue was first raised 
before the 1997 ozone NAAQS was issued (Lutter and Wolz 1997) and it became a 
central element of litigation. Since then, EPA has steadfastly refused to account for UV-B 
because it is incompatible with the Envelope Theory. 



Request for Reconsideration: 
Ozone NAAQS Notice of Proposed Rulemaking and Supporting Documents 

Page 139 

 

particularly problematic given both the uncertainty about true background and 
EPA’s controversially low values for Policy Relevant Background (PRB). EPA 
may be crediting its new ozone NAAQS with reducing background ozone 
concentrations.  

 In its Response to Comments, EPA “concluded” that its model “generally 
best represented the pattern of reductions across the O3 air quality distribution 
observed over an 8-year period in areas implementing control programs 
designed to attain the O3 NAAQS” (U.S. Environmental Protection Agency 
2008e, p. 90). Furthermore, EPA says “only reducing peak 8-hour daily 
maximum values that are at or near the standard level is unrealistic in that most 
O3-related air pollution control measures are continuous in nature and have an 
impact on the entire distribution of 8-hour O3 concentrations” 

VII. Information Quality Errors in the Description of Policy 
Relevant Background 

 In the Staff Paper, EPA defines Policy Relevant Background (PRB) in a 
way that makes it ambiguous as to whether it is a scientific estimation or a 
policy-driven default assumption: 

For purposes of this document, background or policy relevant 
background (PRB) O3 is defined as the distribution of O3 concentrations 
that would be observed in the U.S. in the absence of anthropogenic (man-
made) emissions of precursor emissions (e.g., VOC, NOx, and CO) in the 
U.S., Canada, and Mexico (U.S. Environmental Protection Agency 2007g, 
p. 2-47). 

Despite the word “policy,” in the title of the concept, PRB is a strictly scientific 
concept. That is, PRB should be defined as the level of ozone that would be 
present if all controllable anthropogenic U.S. sources did not exist.149 EPA’s PRB 
is unambiguously biased both by definition and in implementation. 

A. EPA’s Definition of Policy Relevant Background is Biased 

As we noted in our RFC, EPA’s PRB is biased because it assumes that 
ozone precursors from anthropogenic sources in Canada and Mexico are subject 
to control by U.S. air pollution policy and regulation (National Association of 
Manufacturers 2007, p. 60).  This assumption is false. By treating these emissions 
as if they were controllable by State Implementation Plans, EPA understates the 
level of ozone that would exist if all U.S. anthropogenic sources were “turned 

                                                
149 The prefatory clause should be discarded, for this definition applies not just in 

the Staff Paper but throughout the package of documents. 
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off.” This yields upwardly biased estimates of baseline risk and risk reduction 
from lowering the NAAQS. 

In its Response to Comments and the preamble to the Final Rule, EPA 
asserts, in virtually identical language, that the Agency has the capacity to 
“influence” emissions from Canada and Mexico; that this capacity to “influence” 
arises from its ability to negotiate international agreements with Canada and 
Mexico; and that Canadian and Mexican emissions must be assumed to be 
controllable by EPA because EPA has defined PRB this way “over more than two 
decades” (U.S. Environmental Protection Agency 2008b, p. 16468; 2008e, p. 93). 
The first two of these arguments demonstrates that what should have been a 
scientifically defined quantity is purposefully biased by EPA staff, in violation of 
information quality principles. The EPA staff definition is not scientific but 
policy-driven; it deflates the estimated level of background ozone, inflates the 
amount of ozone reduction that in principle could be achieved by lowering the 
ozone NAAQS, and therefore inflates estimated reductions in risk. 

The third argument is an appeal to tradition: EPA has erred for more than 
20 years, and errors committed over that long a period ought to be exempt from 
information quality principles. Of course, nothing in the Information Quality Act 
or any of the relevant implementation guidance documents exempts information 
that is inaccurate or biased just because it has been used before, or for a long 
time. The only test for applicability is met if EPA is currently disseminating the 
information. That test is clearly satisfied. Moreover, though our RFC we have 
invoked the statutorily prescribed process for correcting information quality 
error. It is illegal for EPA to decline to correct error because it has a history of 
committing similar errors and correcting the error now is inconvenient.150 

A closer look at the history of the 1997 ozone NAAQS review shows that 
EPA also was not transparent about the exclusion of Canadian and Mexican 
emissions from the definition of PRB. A search of the 1996 Criteria Document, 
the 1997 Staff Paper, the 1996 NPRM and the 1997 final rule preambles reveals no 
discussion whatsoever on this point. In that review, EPA stated that background 
was assumed to be 0.04 ppm (U.S. Environmental Protection Agency 1996b, p. 
65726), and there does not seem to have been much controversy over the point. If 

                                                
150 The NPRM did not disclose to the public this important aspect of EPA’s 

definition of Policy Relevant Background. That alone was a violation of the 
presentational objectivity standard. We have noticed that EPA has rectified this error in 
the final rule by explaining that precursor emissions from Canada and Mexico are not 
included in PRB because EPA assumes that its regulatory actions can and will target 
them (U.S. Environmental Protection Agency 2008b, p. 16433, footnote 13). 
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in fact EPA has for more than 20 years counted Canadian and Mexican emissions 
as controllable by Agency action, then these prior actions also were biased and 
violated information quality guidelines.  

CASAC appears to have accepted this policy-driven assumption at the 
outset because EPA staff built it into CASAC’s charge, thereby removing it from 
the scope of the panel’s scientific – and policy -- review: 

1. Policy Relevant Background (PRB) Ozone. PRB ozone 
concentrations will ultimately be taken into account by OAQPS in 
analyses to be included in the Ozone Staff Paper that attempt to estimate 
risks to human health and environmental effects associated with 
exposures to ozone concentrations attributable to anthropogenic sources 
of precursors emitted in the United States, Canada and Mexico (i.e., to 
ozone levels above PRB concentrations). The estimation of PRB ozone 
concentrations precludes the use of observational data alone because of 
substantial production and transport from anthropogenic sources in the 
United States and bordering countries. Contributions to PRB ozone arise 
from intrusions of stratospheric ozone, biogenic and other natural sources 
of ozone precursors, and anthropogenic sources outside of the U.S., 
Canada and Mexico. The modeling approach that has been adopted for 
estimation of PRB concentrations is based on peer reviewed journal 
articles describing the GEOS-CHEM model, its evaluation and application 
to the calculation of PRB ozone values. See Henderson (2005a, pp. B-1 to 
B-2, emphasis added).151  

Still, CASAC ultimately distanced itself from the EPA staff’s policy-driven 
approach: 

[W]ith respect to policy-relevant background (PRB), the Ozone Panel 
wishes to point out that the Final Ozone Staff Paper does not provide a 
sufficient base of evidence from the peer-reviewed literature to suggest 
that the current approach to determining a PRB is the best method to 
make this estimation. One reason is that part of the PRB is not controllable 
by EPA. It would require international cooperation beyond the bounds of 
North America. A better scientific understanding of the PRB and its 

                                                
151 Note also that the charge also precludes CASAC review of the merits of 

observational data. EPA staff faced some resistance on this point; see, e.g., the comments 
by CASAC panel member Barbara Zielinska (Henderson 2005a, p. C-133). For CASAC as 
a group to have objected, however, they would have had to decide to overrule their 
charge – an unlikely and highly controversial act. 
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relationship to intercontinental transport of air pollutants could serve as 
the basis for a more concerted effort to control its growth and preserve the 
gains in air quality achieved by control efforts within the U.S.152  

  The NPRM acknowledges that CASAC was disturbed by other technical 
aspects of EPA’s model for estimating PRB and, in a footnote, committed to 
reopen the matter: 

Recognizing the importance of this issue, EPA intends to conduct  
additional sensitivity analyses related to policy-relevant background and 
its implications for the risk assessment (U.S. Environmental Protection 
Agency 2007h, p. 37857, footnote 40).  

                                                
152 Henderson (2007a, pp. 2-3, emphasis added, internal citations omitted). We 

have omitted the remainder of the paragraph (reprinted verbatim below) because it is 
not germane to the issue of whether Canadian and Mexican emissions of ozone 
precursors belong in background: 

In any case, there is no apparent need to define PRP [sic] in the context 
of establishing a health-based (primary) ozone NAAQS. The effects of inhaled 
ozone on decreases in respiratory function have been seen in healthy children 
exposed to ozone within ambient air mixtures in summer camps. 
Furthermore, the concentration-response functions above 40 ppb are either 
linear, or indistinguishable from linear. Thus, PRB is irrelevant to the 
discussion of where along the concentration-response function a NAAQS 
with an 8-hour averaging time that provides enhanced public health 
protection should be. 
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During the interregnum between proposal and final, however, EPA seems to 
have abandoned its intent to conduct additional sensitivity analysis. To allay 
legitimate concerns that what EPA “intends” to do is bury this issue until the 
next ozone NAAQS review, EPA must, at a minimum, publicly disclose the 
contribution of Canadian and Mexican precursor emissions, show what effects 
including them in PRB has with respect to risks and benefits, and inform the 
public concerning what impacts this will have on affected States’ efforts to 
achieve attainment. 

 In our RFC, we illustrated the combined effect of these two critical 
assumptions (see Figure C reprinted below). Ozone emissions were scaled on the 
horizontal axis and divided into biogenic and anthropogenic sources, with the 
latter category further subdivided into U.S., Canada, Mexico, and non-North 
American sources. The distances between the vertical boundaries were arbitrary. 
EPA’s Policy Relevant Background (PRB) is shown by the transparent rectangle 
that ranges from green on the right to red on the left. The colors are selected to 
represent the feasibility of control. The left side is red for two reasons. First, EPA 
has no jurisdiction over anthropogenic emissions from Canada and Mexico. Its 
ability to affect those emissions depends on either those sovereign nations 
deciding to implement all or part of EPA’s standard, or States (especially those 
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on the borders) states obtaining external emission reductions where that is cost-
effective. 

B. EPA’s Estimates of the Magnitude of Policy Relevant Background Are 
Biased 

In our RFC, we objected to EPA’s estimates of PRB because they are biased 
by design (see Section A above), and because they are based on modeling that 
appears not to have been validated (National Association of Manufacturers 2007, 
p. 61). Other public commenters have raised concerns about the lack of spatial 
and dynamic resolution in EPA staff’s modeling approach (Brauer et al. 2007; 
Smith and Gibbs 2007). Limited resolution is not per se an information quality 
defect.  Nevertheless, it appears to be undisputed that the public health 
significance of any choice of primary ozone standard depends crucially on how 
PRB is modeled or estimated, and that makes the estimation or modeling of PRB 
an information quality issue of paramount concern and relevance. 

Smith and Gibbs performed a sensitivity analysis to determine how health 
risk estimates differ depending on the choice of PRB. They report that EPA’s 
health risk estimates “would typically be 90% to 100% lower” if 0.04 ppm had 
been used as PRB instead (Smith and Gibbs 2007, p. 16).  They also attempted to 
validate EPA’s modeling results by comparing them to data from Trinidad Head 
CA, and found that if these observational data had been used as background, 
health risk estimates would be 65% lower in Sacramento and 72% lower in Los 
Angeles. They did not find any city in which EPA’s new approach to PRB 
resulted in a lower risk estimate. 

 In its Response to Comments, EPA dismisses these information quality 
concerns on the ground that they “were considered by EPA’s scientific staff and 
the CASAC Panel during the course of reviewing the Criteria Document” (U.S. 
Environmental Protection Agency 2008e, p, 94, emphasis added) – a boilerplate 
reply. Having “considered” an information quality error and done nothing about 
it is not compatible with EPA’s obligations under the Agency’s Information 
Quality Guidelines, nor can EPA hide behind a peer review in which information 
quality principles, policies and procedures played no role.  

EPA implies that the selection of the PRB is a matter of policy discretion, 
but the Agency defines the PRB in scientific terms. EPA has the statutory 
discretion to decide how much protection from health effects should be 
provided, but it does not have the authority to alter scientific principles and 
concepts in the service of these policy objectives.” 
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VIII. Conclusion 

 We identified a large number of information quality errors in our RFC. In 
its Response to Comments, EPA dismisses virtually all of them, often without 
bothering to provide either as logical or evidentiary basis. In many case, EPA’s 
Response to Comments mischaracterizes our complaint and responds only to its 
own mischaracterization. Sometimes, EPA describes the information quality 
complaint correctly but “answers” it by discussing irrelevant or unrelated 
matters. Finally, the general tone of EPA’s Response to Comments is one of 
opinion – that is, EPA ”disagrees” with or “rejects” our information quality 
complaints as if they are matters of opinion rather than knowledge or fact. In this 
broad sense, EPA’s Response to Comments fails to fulfill the Agency’s duty 
under information quality guidelines to fairly and objectively address challenges 
to its representations of knowledge or fact. EPA apparently seeks to evade the 
discipline of information quality principles by erroneously characterizing all 
disputes as matters of opinion. 

 It has been said that the absence of evidence is not the same as evidence of 
absence. That adage does not hold sway in this case, however. The absence of 
evidence of information quality principles in every EPA staff work product; the 
absence of any pre-dissemination review; the absence of information quality 
from the EPA staff’s charge to CASAC, and its corresponding absence from 
CASAC’s review; and the absence of information quality principles and analysis 
in the preambles to both the NPRM and final rule, make clear beyond any 
reasonable doubt that EPA staff did not comply with the Agency’s information 
quality principles and guidelines at any time since the ozone review began in 
2005.  

 By law, the EPA Administrator has sole discretion to make crucial policy 
judgments concerning the ozone NAAQS. It is beyond the role and authority of 
Agency scientists and program managers to exercise this judgment on his behalf. 
For the Administrator to legally exercise his statutory authority, the Clean Air 
Act requires that the scientific information presented to him “accurately reflect 
the latest scientific knowledge useful in indicating the kind and extent of all 
identifiable effects on public health or welfare which may be expected from the 
presence of such pollutant in the ambient air, in varying quantities” (§108(a)(2)).  
These requirements foreshadowed the enactment of the Information Quality Act, 
which directed the establishment of government-wide criteria for information 
quality. These criteria are consistent with the directives in Clean Air Act § 108. 
Nothing in that section, or in § 109, authorizes the Administrator to set air 
quality standards based on scientific information that is inaccurate, and failure to 
adhere to information quality principles prevents the EPA staff from producing 
the accurate scientific record that the Clean Air Act requires. 
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